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In  the  era  following  Desert  Shied/Desert  Storm  veterans  suffering  from  what  has  been 
dubbed  “Gulf  War  Illness”  have  led  many  to  believe  that  DoD’s  force  health  protection  measures 
did  more  harm  than  good.  It  Is  this  legacy,  when  added  to  similar  military  health  related 
problems  from  other  eras,  that  DoD  was  saddled  with  when  the  Secretary  of  Defense  directed 
force-wide  Immunization  with  the  anthrax  vaccine  in  1 999.  From  the  start,  this  force  health 
protection  policy,  executed  as  the  Anthrax  Vaccine  Immunization  Program  (AVIP),  suffered  from 
lack  of  trust  between  military  leaders  and  the  service  member  they  led,  an  absence  of  a  reliable 
source  of  vaccine,  an  inability  to  win  the  information  campaign,  and  politicization  of  the  program 
by  the  Congress.  Despite  all  these  issues,  the  AVIP  remained  the  best  protection  for  military 
personnel  facing  a  real  battlefield  biological  threat.  While  court  challenges  to  stop  the  AVIP  are 
still  on-going,  DoD  must  stay  the  course  and  never  concede  that  force  health  protection  should 
be  a  discretionary  choice  of  each  individual  service  member.  At  the  same  time,  DoD  must  seek 
funding  for  continued  research  for  a  better  anthrax  vaccine  as  well  as  a  more  reliable  source  for 
future  vaccines. 
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THE  CASE  FOR  “FORCED”  HEALTH  PROTECTION 


It  is  the  responsibility  of  commanders  at  all  levels  during  war  to  bring  the  necessary 
amount  of  combat  power  to  bear  on  the  enemy  at  the  decisive  point  in  time  and  place  to  best 
accomplish  the  military  mission.  Commanders  must  not  only  build  combat  power  but  also 
preserve  it  in  order  to  deliver  it  decisively  on  the  battlefield.  An  important  aspect  of  this  is 
protecting  the  force  during  all  phases  of  the  campaign.’  In  fact,  force  protection  has  become  in 
recent  military  endeavors  the  number  one  barometer  of  success,  or,  said  another  way,  the  lack 
of  force  protection  has  served  as  the  number  one  measure  of  political  failure.^  A  necessary 
component  of  force  protection  is  the  physical  health  of  Soldiers,  Sailors,  Airmen,  and  Marines. 
Deployed  service  members  who  succumb  to  battlefield  illnesses  diminish  the  combat  power  of 
the  fighting  force.  It,  therefore,  follows  that  protecting  the  health  of  the  deployed  force  is  as 
important  as  other  aspects  of  force  protection. 

This  paper  proposes  that  force  health  protection  is  critical  to  the  ability  of  today's  United 
States  military  to  defend  the  homeland  and  fight  and  win  the  Nation’s  wars.  It  is  important 
enough  that  health  protection  cannot  be  left  to  the  discretion  of  each  service  member.  In  this 
respect,  involuntary  or  “forced”  health  protection  measures  must  remain  as  one  tool  available  to 
military  leaders.  The  purpose  of  this  paper  is  to  consider  the  rationale  for  forced  health 
protection  and  address  strategic  and  legal  implications  that  the  military  has  faced  and  will  likely 
continue  to  face.  As  a  method  of  addressing  these  issues,  this  paper  will  use  the  Anthrax 
Vaccine  Immunization  Program  (AVIP)  as  a  case  study  to  bring  issues  to  life  and  to  provide  a 
current  perspective  on  an  important,  but  controversial  health  protection  policy. 

HISTORICAL  CONTEXT 

In  response  to  a  perceived  threat  to  deployed  military  forces  of  exposure  to  weaponized 
anthrax.  Secretary  of  Defense  William  Cohen  announced  on  December  15, 1997,  his  plan  to 
counteract  the  threat  and  protect  the  force  through  immunization  of  all  military  personnel.’^  The 
Secretary  made  his  intent  and  the  reasons  for  it  clear  when  he  said,  “This  is  a  force  protection 
issue.  To  be  effective,  medical  force  protection  must  be  comprehensive,  well  documented,  and 
consistent.  I  have  instructed  the  military  to  put  such  a  program  in  place.”'*  Deputy  Secretary  of 
Defense  John  Hamre  later  explained  the  scope  of  the  new  policy  by  saying,  “Our  goal  is  to 
vaccinate  everybody  in  the  force  so  they  will  be  ready  to  deploy  anywhere,  anytime.  This  is  an 
important  new  dimension  to  overall  force  protection.  The  anthrax  vaccination  will  join  other 
immunizations  we  already  give  everyone  in  the  military.”® 


On  May  1 8, 1 998,  after  being  satisfied  that  the  conditions  he  set  for  impiementation  had 
been  met,  Secretary  Cohen  officiaiiy  signed  the  poiicy  for  “Impiementation  of  the  Anthrax 
Vaccine  Program  for  the  Totai  Force.”®  In  this  document,  the  Secretary  made  it  ciear  that  his 
action  in  directing  an  anthrax  vaccination  effort  was  in  support  of  a  recommendation  by  the 
Chairman  and  the  Joint  Chiefs.^  This  document  aiso  served  to  designate  the  Army  as  the 
Executive  Agent  for  the  program.®  As  a  resuit  of  this  designation,  the  Army  created  the  Anthrax 
Vaccine  Immunization  Program  (AVIP)  Agency  under  the  purview  of  the  Army  Surgeon 
Generai.®  Thereafter,  AVIP  began  securing  avaiiabie  stockpiies  of  vaccine,  seeking  a  ready 
source  of  vaccine  from  a  commerciai  source,  creating  educationai  materiais  for  ieaders  and 
service  members,  estabiishing  medicai  surveiiiance  systems,  and  overseeing  the  execution 
pians  prepared  by  the  other  Services.  Aii  in  ali,  AVIP  did  everything  that  one  wouid  expect  of 
trained  and  professionai  miiitary  pianners  in  order  to  ensure  program  success.  The  probiem  the 
program  encountered,  however,  was  not  so  much  what  the  AVIP  was  doing,  but  instead  was 
tied,  in  part,  to  what  had  happened  in  the  past.  The  issue  can  be  reduced  to  one  word:  Trust. 

THE  LEGACY  OF  THE  PAST 

Before  considering  specifio  issues  about  the  anthrax  vaccine,  suffice  at  this  point  to  say 
that  prior  to  the  first  Guif  War  in  1 990,  oniy  about  68,000  doses  of  anthrax  vaccine  had  been 
administered,  starting  in  1974,  primariiy  to  mili  workers,  persons  who  bandied  potentialiy 
infected  iivestock,  veterinarians,  and  peopie  who  worked  with  imported  animai  hides,  hairs  or 
bones.'®  Consequentiy,  the  pubiic-at-iarge  was  very  unfamiiiar  with  the  anthrax  vaccine,  uniike 
other  vaccines — such  as  the  infiuenza  vaccine — that  a  majority  of  Americans  had  taken  at  one 
time  or  another.  As  a  resuit,  the  absence  of  exposure  to  a  network  of  famiiy  or  friends  that  had 
taken  the  anthrax  vaccine  in  the  past  made  this  miiitary-wide  immunization  program  ripe  for 
barracks  rumors  (fueied  by  the  Internet)  and  urban  legends.  AVIP  and  leaders  throughout  the 
Department  of  Defense  (DoD)  and  the  Servioes  found  themselves  engaged  in  a  protraoted 
information  campaign  to  dispel  what  were  perceived  as  falsehoods,  misapprehensions,  and 
paranoia  about  the  vaccine.  Despite  a  plethora  of  medical  and  scientific  evidence  to  support  the 
safety  and  efficacy  of  the  vaccine,  many  service  members,  their  family  members,  their 
supporters,  and  Members  of  Congress  expressed  grave  doubts,  often  accusing  the  military  of 
using  service  members  as  guinea  pigs. 

Why  would  DoD  and  the  Services  as  institutions  fail  to  gain  the  trust  of  the  men  and 
women  who  make  up  the  most  educated  fighting  force  in  the  world?  Paramount  in  long-lasting 
successful  organizations  is  a  level  of  trust  between  the  leaders  and  the  led.  In  no  institution  is 
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this  more  critical  than  in  the  military  where  those  led  entrust  themselves  to  leaders  in  life  and 
death  situations.  Unfortunately,  the  military’s  record  in  health  protection  of  service  members 
has  been,  in  hindsight,  less  than  stellar. 

Of  most  recent  note  are  those  ailments  and  illnesses  suffered  by  veterans  of  Desert 
Shield/Desert  Storm  over  the  last  twelve  years  now  known  as  Gulf  War  Illness  Syndrome.  The 
most  commonly  reported  physical  symptoms  include:  “fatigue,  headaches,  joint  pains,  skin 
rash,  shortness  of  breath,  sleep  disturbances,  difficulty  communicating  and  forgetfulness.”” 
Many  other  veterans  of  the  first  Gulf  War,  some  in  disproportional  numbers  to  the  general 
public,  have  been  diagnosed  with  medial  diseases  including  amyotrophic  lateral  sclerosis  (ALS), 
various  malignant  cancers,  connective  tissue  diseases,  and  immunologic  abnormalities.'^ 
Determining  specific  causes  for  these  medical  and  physical  problems  has  proven  problematic 
for  the  government.'®  The  bottom  line  is  that  despite  a  decade  of  research  the  reasons  for  Gulf 
War  Illness  Syndrome  remain  a  medical  mystery  with  many  veterans  still  suffering.''' 

For  many  veterans  of  the  Vietnam  War,  the  significant  health  problems  from  exposure  to 
an  herbicide  known  as  Agent  Orange  (a  defoliant  sprayed  in  jungle  areas  usually  in  proximity  to 
military  base  camps)  did  not  come  to  light  until  well  after  returning  from  the  war.  Between  1965 
and  1 970  more  than  1 9  million  gallons  of  Agent  Orange  were  sprayed  throughout  Vietnam.'® 
Beginning  in  the  1 970’s,  some  Vietnam  veterans  became  convinced  that  their  health  problems 
were  related  to  exposure  to  Agent  Orange.'®  Subsequent  research  unveiled  that  an  ingredient 
in  the  herbicide,  TODD  (dioxin),  caused  illness  in  laboratory  animals.'''  The  Department  of 
Veterans  Affairs  (VA),  because  of  Congressional  involvement,  now  presumes  Agent  Orange 
exposure  for  Vietnam  veterans  for  the  purpose  of  providing  health  care  for  an  ever-expanding 
host  of  diseases  “associated”  with  exposure  to  Agent  Orange.'®  As  is  true  of  the  first  Gulf  War, 
there  is  no  credible  evidence  that  the  government  exposed  its  troops  in  Vietnam  to  Agent 
Orange  knowing  that  such  exposure  might  lead  to  long-term  medical  problems.  Unfortunately, 
the  failure  to  have  discerned  potential  health  risks  beforehand  does  nothing  to  engender  trust 
and  confidence  when  service  members  question  health  protection  policies  today. 

Another  Cold  War  era  operation  raised  health  issues  among  sailors  who  were  knowingly 
or  unknowingly  part  of  Project  SHAD  (Shipboard  Hazard  and  Defense)  tests  conducted  at  sea 
between  1 962  and  1 973.'®  These  veterans  now  claim  they  were  exposed  to  toxic  substances  to 
their  health  detriment.  Project  SHAD  was  designed  to  test  American  warships'  vulnerabilities  in 
the  event  of  chemical  or  biological  attacks.®®  Most  of  these  tests  have  been  kept  classified  over 
the  years  further  contributing  to  speculation  that  sailors  were  intentionally  exposed  to  chemical 
or  biological  agents.  Not  until  September  2000,  at  the  request  of  the  VA,  did  DoD  begin  to  de- 
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classify  and  report  publicly  what  happened  during  46  known  tests.^'  While  DoD  maintains  that 
there  is  no  connection  between  Project  SHAD  testing  and  later  illnesses  in  veterans  who  served 
on  those  ships,  many  of  those  veterans  remain  unconvinced. 

One  final  example  from  the  past  that  continues  to  undermine  trust  in  government  to 
safeguard  the  health  of  service  members  are  those  haunting  black  and  white  film  images  of 
soldiers  in  the  Nevada  desert  facing  a  mushroom  cloud  following  the  detonation  of  an  atomic 
explosion.  Records  now  tell  us  that  some  200,000  people,  many  of  them  soldiers,  were  present 
as  part  of  atomic  experiments  in  the  1 950s.^^  By  all  accounts,  DoD  was  focused  on  short-term 
risks,  not  long-term  health  implications  to  participants.  A  lack  of  record  keeping  regarding 
specific  radiation  exposure  has  made  it  difficult  for  the  government  today  to  pinpoint  radiation 
exposure  for  participants.  Nevertheless,  it  is  clear  that  certain  diseases,  such  as  leukemia,  may 
be  occurring  in  these  “atomic  veterans”  at  rates  disproportional  to  the  general  population.^®  The 
“atomic  veterans”  represent  yet  another  generation  of  service  members  who  relied  on 
representations  from  their  government  that  they  would  be  “safe”®'' 

The  debilitating  and,  in  some  cases,  fatal  effects  from  the  foregoing  “programs”  cause 
many  to  question  whether  the  government  can  be  trusted  to  safeguard  the  health  of  its  service 
members.  It  matters  not  to  today’s  service  members  whether  previous  government  or  military 
decisions  knowingly  exposed  service  members  to  potential  health  risks  or  simply  did  so  out  of 
well-intentioned  ignorance.  The  legacy  of  the  past  prompts  service  members  facing  an  anthrax 
shot  today  to  ask,  “How  can  you  be  certain  that  this  vaccine  is  safe  if  your  predecessors  thought 
they  knew  for  sure  then  what  they  were  doing  was  safe  (and  were  wrong)?  “ 

THE  THREAT 

The  first  stanza  of  AVI  P’s  education  mantra  begins  with  the  assertion  that  the  threat  of 
anthrax  exposure  is  real.®®  Certainly,  the  absence  of  a  defined,  documented  threat  would  belie 
the  need  to  immunize  the  entire  force.  Any  consideration  of  the  “threat”  must  include  both  the 
lethality  of  the  disease  itself  as  well  as  the  wherewithal  and  intent  of  bad  actors  to  wield  it  as  a 
weapon. 

ANTHRAX,  A  DEADLY  DISEASE 

“Anthrax  is  an  infectious  disease  caused  by  the  spores  of  the  bacterium.  Bacillus 
anthracis.'^^  There  are  three  forms  of  the  disease  defined  by  how  the  spores  enter  the  body: 
cutaneous  (through  the  skin);  gastrointestinal  (by  eating  infected  food),  and  inhalation  (breathed 
into  the  lungs).®'’  The  disease  is  normally  contracted  by  handling  infected  animal  products, 
breathing  in  anthrax  spores  from  those  products,  or  eating  infected,  undercooked  meat.®®  Of 
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the  three  forms,  inhalation  anthrax  is  the  most  deadly  with  a  fatality  rate  in  excess  of  80%  in 
unvaccinated  populations.^® 

A  person  exposed  to  anthrax  spores  through  inhalation  will  first  exhibit  cold  and  flu  like 
symptoms  within  seven  to  42  days,  including  sore  throat,  fever,  and  muscle  aches.®°  Follow  on 
symptoms  for  untreated  persons  include  coughing,  chest  pain,  and  shortness  of  breath.®'  Post¬ 
exposure  treatment  includes  antibiotics  and  vaccine;  post-infection  treatment  dictates  a  60-day 
course  of  antibiotics.®® 

Anthrax  may  also  be  weaponized  to  disperse  spores  across  the  battlefield.  The  lethality 
and  efficacy  of  anthrax  as  a  weapon  was  demonstrated  in  2001  in  the  United  States  in  an  act  of 
domestic  terrorism  when  letters  contaminated  with  anthrax  powder  caused  22  cases  of  anthrax 
infection,  resulting  in  deaths  of  five  of  eleven  of  the  victims  infected  through  inhaling  the 
spores.®®  In  addition,  in  1993  then  USSR  President  Boris  Yeltsin  confirmed  what  has  long  been 
suspected  by  the  West  that  thel  979  deaths  of  68  people  in  the  industrial  city  of  Sverdlovsk  were 
due  to  an  accidental  aerosol  release  of  anthrax  spores  into  the  atmosphere  by  a  nearby  Soviet 
military  facility  -  spores  that  were  inhaled  by  an  unsuspecting,  unvaccinated  populace.®'' 

ANTHRAX  AS  A  BIOLOGICAL  WEAPON 

According  to  DoD,  anthrax,  a  biological  agent,  is  easy  to  weaponize  requiring  little  in  the 
way  of  sophisticated  scientific  equipment,  expertise,  or  technology.  ®®  Anthrax  spores  are 
incredibly  hearty  and  stable  allowing  for  resistance  to  certain  climatic  conditions  and  ease  of 
long-term  storage.®®  Significantly,  anthrax  spores  are  colorless,  odorless,  and  tasteless.  These 
characteristics  enable  dispersion  on  the  battlefield  or  rear  areas  to  occur  without  easy  detection 
until  the  onset  of  symptoms.  From  a  biological  warfare  perspective,  it  is  the  poor-man’s/poor 
country's  weapon  of  mass  destruction. 

The  potential  for  use  of  anthrax  or  any  number  of  other  agents  as  a  biological  weapon  is 
borne  out  by  a  former  deputy  chief  of  the  former  Soviet  Union’s  Biopreparart  (the  biological 
weapons  program).  Dr.  Ken  Alibek,  who  defected  to  the  United  States  in  1992.®''  Alibek 
describes  the  former  Soviet  Union's  biological  weapons  programs  as  huge,  with  over  60,000 
people  involved  in  research,  development  and  production  activities  as  late  as  the  early  1990s.®® 
Soviet  doctrine,  according  to  Alibek,  was  to  use  biological  weapons  such  as  anthrax  at  the 
strategic  and  operational  level  on  a  massive  scale  to  disrupt  and  degrade  civilian  and  military 
capabilities.®®  In  order  to  execute  this  doctrine,  Alibek  confirmed  that  the  Soviet  Union 
stockpiled  hundreds  of  tons  of  anthrax  (along  with  dozens  of  tons  of  smallpox  and  plague).''®  At 
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one  point  the  Soviet  Union  had  four  major  anthrax  production  facilities  with  one  facility  able  to 
produce  300  tons  of  anthrax  during  a  250-day  manufacturing  period.'*^ 

With  the  collapse  of  the  Soviet  Union  In  1 992,  Russian  President  Yeltsin  decreed  the  end 
to  all  biological  weapons  development  and  directed  the  destruction  of  existing  stockpiles.  While 
some  destruction  did  occur,  Alibek  questions  whether  the  old  Soviet  programs  have  been 
completely  dismantled.'*^  The  end  of  the  Cold  War  and  generally  friendly  relations  between  the 
United  States  and  Russia  ought  to  allow  those  In  DoD  concerned  with  the  biological  threat  to 
sleep  easier  at  night.  The  problem,  however.  Is  not  only  whether  all  the  old  stockpiles  have 
been  destroyed,  but  also  whether  those  that  have  not  been  are  properly  safeguarded. 
Additionally,  the  Issue  of  technological  and  biological  weapons  expertise  in  the  Russian 
scientific  community  is  cause  for  legitimate  concern.  Alibek  validates  these  concerns  when  he 
relates  that  Informed  sources  within  Russia  have  told  him  how  easy  It  Is  to  steal  from  biological 
weapons  facilities  and  how  groups  of  scientists  are  willing  to  sell  products  and  techniques  to  the 
highest  bidders.'***  Alibek  confirms  that  many  scientists  who  worked  In  the  old  biological 
weapons  programs  have  left  Russia,  some  likely  ending  up  in  Iran  and  other  Middle  Eastern 
countries.'*'* 

This  raises  the  next  questions:  what  countries  might  possess  anthrax  as  a  biological 
weapon  and,  which  might  be  hostile  to  the  United  States?  In  this  regard.  In  sworn  testimony 
before  Congress,  then  Deputy  Secretary  of  Defense  Hamre  said,  “The  primary  issue  is  there  are 
1 0  countries  in  this  world  that  have  already  taken  the  steps  to  put  anthrax  In  a  bomb  or  In  a 
missile  and  to  launch  it  against  our  troops  for  one  purpose,  to  kill  them.”'*®  AVIP  in  May  2003 
refined  this  number  to  seven  countries,  including  Iran,  Libya,  and  North  Korea,  but  not  including 
a  potential  host  of  transnational  terrorist  groups.'*®  Left  off  this  list  in  2003,  but  included  among 
Dr.  Hamre’s  ten  countries  was  Iraq.'**'  Currently,  the  hunt  for  Saddam  Hussein's  weapons  of 
mass  destruction  programs  continues  In  Iraq. 

THE  VACCINE 

If  anthrax  the  disease  Is  lethal,  if  it  is  easily  spread  as  part  of  a  weapons  system,  and  If 
military  adversaries  of  the  United  States  have  the  wherewithal  to  deploy  such  a  weapon,  then  It 
appears  prudent  to  take  appropriate  counter  measures.  DoD  has  determined  that  a  vaccine,  as 
part  of  a  layered  protective  suite,  is  the  best  measure  to  thwart  the  threat  to  American  forces. 

It  is  the  vaccine,  however,  that  has  wrought  the  most  concern  about  DoD’s  vaccination  program. 
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ANTHRAX  VACCINE  ADSORBED 

Medically  speaking,  vaccines  serve  as  a  type  of  medication  to  prevent  infection  by 
stimulating  the  human  body’s  immune  system  to  produce  antibodies  that,  in  turn,  serve  as  a 
defense  mechanism  should  the  body  become  exposed  to  a  threatening  miorobe.''®  The  earliest 
vaccines  have  been  around  for  centuries,  but  most  research  and  deveiopment  has  taken  piace 
since  the  1950s.’‘®  Significantiy,  vaccines  have  been  successfui  in  eradicating  or  controlling 
once  wide-spread  deadiy  diseases  such  as  smaiipox,  diphtheria,  and  measies.®° 

Such  is  the  case  with  anthrax  where  at-risk  persons — veterinarians,  persons  handiing 
potentiaily  infected  animais,  and  certain  lab  workers — who  have  been  vaccinated  as  a  matter  of 
course  have  been  free  of  the  disease  for  decades.  According  to  the  Food  and  Drug 
Administration  (FDA),  the  oniy  known  means  to  protect  and  prevent  against  the  onset  of  anthrax 
disease  once  exposed  is  to  have  been  previousiy  vaccinated  with  the  anthrax  vaccine.®^  A 
vaccine  suitabie  for  human  use  was  first  deveioped  in  1 954  and,  thereafter,  went  through  a 
number  of  years  of  ciinicai  testing  in  monkeys  and  humans,  product  improvement,  and  safety 
and  effioacy  testing.®®  Uitimateiy,  the  Nationai  Institute  of  Health  (NIH)  approved  a  vaccine — 
anthrax  vaccine  adsorbed  (AVA) — for  generai  use  in  November  1 970,  issuing  a  lioense  to  the 
sole  manufacturer,  the  Michigan  Department  of  Pubiic  Heaith.®®  Two  years  iater,  the 
Department  of  Health,  Education  and  Weifare  transferred  responsibiiity  of  reguiation  of  bioiogic 
products  from  NIH  to  the  FDA  at  which  time  the  FDA  began  a  review  of  ail  licensed  bioiogics.®'* 
As  part  of  this  review,  the  licensed  anthrax  vaccine  (AVA)  was  re-checked  for  safety, 
effectiveness,  and  labeiing.®®  The  FDA  review  panel  concluded  that  AVA  was  “safe,  effective, 
and  not  misbranded.”®® 

The  Center  for  Disease  Controi  describes  AVA  as  made  from  “a  ceii-free  fiitrate  of  B. 
anthracis  ouiture  that  contains  no  dead  or  iive  bacteria.”®^  Consequentiy,  it  is  not  possibie  for  a 
person  vaocinated  with  AVA  to  contract  anthrax  disease  from  the  vaccine  itseif.  The 
manufacturer’s  approved  iabei  for  iicensed  AVA  mandates  three  subcutaneous  injections  of 
0.5mi  of  vaccine  given  two  weeks  apart  followed  by  injections  in  the  same  amount  and  means  at 
six,  tweive  and  eighteen  months.®®  In  a  letter  to  DoD  dated  September  29,  1 999,  the  FDA  made 
clear  that  full  immunization  requires  fuli  dosing  of  aii  six  shots  on  schedule  in  accordance  with 
the  product  iabei.®® 

If  the  FDA,  as  the  federal  regulator  of  biologic  products  and  vaccines,  has  determined  the 
vaccine  safe,  effective  and  not  misiabeied,  why  has  there  been  such  a  push  back  from  service 
members  about  subjecting  themselves  to  immunization?  Aside  from  the  issue  of  trust  and  some 
concerns  about  injection-site  reactions  and  adverse  events,  the  primary  attack  has  been  against 
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how  the  vaccine  is  manufactured  by  the  sole  manufacturer  and  holder  of  the  FDA  license  to 
produce  AVA — BloPort  Corporation. 

THE  MANUFACTURER 

In  1 970  the  FDA  licensed  the  manufacture  of  AVA  to  the  Michigan  Department  of  Public 
Health  (MDPH),  a  state-owned  biologies  lab  that  was  first  built  In  1 925.®“  During  the  ensuing 
decades  MDPH  produced  a  number  of  vaccines  that  contributed  to  public  health:  diphtheria, 
whooping  cough,  typhoid,  tetanus,  smallpox,  and  rabies.®'  MDPH  began  serious  research  on 
the  anthrax  vaccine  in  1 965  at  the  request  of  the  federal  government  after  Merck,  a 
pharmaceutical  company,  ceased  production  of  Its  trial  vaccine  due,  in  part,  to  lack  of  a 
significant  enough  demand  In  the  market.®^  After  receiving  its  license  in  1 970,  MDPH 
distributed  about  68,000  doses  of  AVA  through  1 989  primarily  to  at-rlsk  persons  most  likely  to 
come  in  contact  with  anthrax  spores.®®  Thereafter,  beginning  in  1990,  MDPH  increased 
production  of  AVA  to  meet  the  needs  of  DoD  immediately  before  and  during  the  first  Gulf  War 
when  Iraq  was  thought  to  possess  significant  capability  to  weaponize  and  deploy  anthrax  on  the 
battlefield.®'*  DoD  estimates  that  between  250,000  and  300,000  doses  of  AVA  purchased  from 
MDPH  were  administered  to  about  1 50,000  service  members  who  participated  in  Operation 
Desert  Storm  in  1991.®® 

By  the  mid-1 990s  the  State  of  Michigan  decided  to  stop  making  vaccines  due  in  part  to 
the  increased  regulatory  requirements  imposed  by  the  FDA  for  the  manufacture  of  biologic 
products.®®  In  1 996,  the  facility  was  turned  over  to  a  newly  created  state  agency — Michigan 
Biologic  Products  Institute  (MBPI) — for  the  sole  purpose  of  privatizing  the  production  of 
vaccine.®^  Prior  to  selling  the  vaccine  facility  and  assets,  MBPI  executed  an  Army  contract  In 
1 997  to  maintain  the  current  equipment  and  facilities  as  well  as  the  stockpile  of  AVA  for  national 
security  purposes.®®  In  January  1 998,  the  state  agreed  to  cease  production  of  AVA  in  order  to 
begin  long  overdue  renovations  needed  to  meet  the  increased  production  schedule  for  AVA; 
DoD  signed  a  contract  to  fund  most  of  these  renovations.®® 

BioPort  Corporation  was  founded  in  1 998  with  a  view  toward  bidding  on  the  sale  of  the 
assets  of  MBPI  from  the  State  of  Michigan.*'®  After  an  open  bid  process,  BloPort  Corporation, 
the  only  United  States  company  to  bid  on  the  facility,  prevailed,  taking  possession  on 
September  4, 1 998,  while  renovations  were  still  on-goIng.''*  Shortly  thereafter  DoD  executed  a 
new  contract  with  BloPort  for  AVA  production  in  order  to  meet  requirements  for  the  recently 
announced  force-wide  vaccination  program.''®  BioPort  remains  the  only  holder  of  an  FDA 
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license  to  produce  anthrax  vaccine.  Unfortunately  for  BioPort  and  DoD,  BioPort  became  the 
lightning  rod  for  opponents  of  DoD’s  anthrax  vaccine  immunization  policy. 

Upon  taking  possession  of  MBPI’s  facilities  and  assets  in  September  1998,  including  the 
FDA-license  to  make  anthrax  vaccine,  BioPort  immediately  faced  two  competing  forces.  The 
first  was  DoD's  immediate  need  for  vaccine  to  execute  the  announced  force-wide  vaccination 
policy  at  a  time  when  the  production  line  was  shut  down  for  renovation.  The  second  was  the 
FDA’s  very  stringent  standards  for  achieving  compliance  in  accord  with  current  good 
manufacturing  practices  to  re-open  and  begin  manufacturing.^''  Specifically,  before  BioPort 
could  begin  shipment  of  any  vaccine  made  in  the  renovated  facility,  they  needed  the  FDA  to 
approve  their  submitted  Supplement  to  their  Biologies  License  Application  (BLA).'’®  Accordingly, 
only  AVA  made  prior  to  January  1998,  when  renovations  began,  that  had  not  passed  expiration 
dates  while  in  the  stockpile  could  be  used  by  DoD.  BioPort  was  under  enormous  pressure  to 
complete  all  tasks  as  quickly  as  possible  to  secure  FDA  approval  of  the  BLA  Supplement  while 
undergoing  intense  scrutiny  by  the  FDA. 

By  any  measure,  BioPort  struggled  early  on  in  meeting  timelines  for  FDA  approval 
suffering  cash  flow  problems  and  calling  into  question  management’s  capability  and  the 
expertise  of  its  employees.'’®  This  in  turn  led  DoD  to  re-structure  contracts  to  ensure  BioPort 
could  meet  payroll  and  hire  the  necessary  consultants  to  guide  them  through  the  FDA  approval 
process.''''  It  was  not  until  December  2001  that  the  FDA  finally  approved  BioPort's  BLA 
supplement,  some  three  years  after  purchase  and  the  announcement  of  DoD’s  vaccination 
policy.^®  Once  approved,  BioPort  was  able  to  ship  AVA  produced  as  part  of  the  process 
validation  component  of  the  FDA-approval  process  and  begin  full  scale  manufacturing  to  meet 
DoD’s  needs. 

BioPort’s  struggles  as  the  lone  manufacturer  of  anthrax  vaccine  had  consequences  for 
DoD’s  program.  Specifically,  as  the  stockpile  of  available  vaccine  dwindled,  DoD  was  forced  to 
implement  a  series  of  temporary  “slowdowns”  that  kept  narrowing  the  pool  of  service  members 
required  to  receive  anthrax  shots  to  those  deemed  most  at  risk.^®  The  program  was  first 
“narrowed”  to  apply  to  only  those  service  members  on  orders  for  Korea  or  Southwest  Asia  for 
any  period  of  time,®"  then  only  to  those  going  to  those  areas  for  at  least  30  days,®'  and 
ultimately  only  to  those  persons  going  to  Southwest  Asia.®"  Each  slowdown  tended  to  fuel  anti¬ 
vaccination  sentiment  and  raise  questions  about  BioPort  and  the  program.  When  BioPort  was 
approved  for  full  production,  DoD’s  needs  for  AVA  could  be  met.  Notwithstanding,  the  current 
Secretary  of  Defense,  Donald  Rumsfeld,  determined  that  force-wide  vaccination  may  not  be 
necessary  and,  instead,  ordered  on  June  28,  2002,  that  only  those  service  members  deemed  to 
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be  at  risk  (defined  as  depioying  to  a  high  threat  area  for  more  than  fifteen  days)  wouid  begin  or 
continue  where  they  ieft  off  the  six-shot  vaccination  regimen.® 

SAFETY  AND  EFFiCACY 

Despite  the  FDA’s  and  CDC’s  repeated  assertions  that  the  anthrax  vaccine  was  safe  and 
effective,  critics  of  the  vaccine  remain  unconvinced.  The  opposition  was  so  vociferous  that  the 
Congress  directed  DoD  to  contract  with  the  Nationai  Research  Councii  for  the  Institute  of 
Medicine  (lOM)  to  conduct  an  independent  examination  of  the  safety  and  efficacy  of  AVA.  To 
no  surprise  of  DoD's  proponents  of  the  program  who  had  defended  it  for  over  three  years,  the 
lOM  reieased  a  favorabie  report  in  March  2002.®  The  report  answered  the  seminai  questions 
of  “is  it  Safe?...  Does  it  Work”  in  the  affirmative,  quaiifying  its  findings  with  a  recommendation 
that  research  continue  to  deveiop  a  better  vaccine  that  requires  fewer  shots.® 

With  BioPort  fuiiy  iicensed  in  a  renovated  faciiity,  with  the  resumption  of  immunization  of 
service  members  depioying  to  high  threat  areas,  and  with  the  lOM  report  confirming  DoD’s  iong- 
standing  defense  of  the  vaccine,  aii  issues  seemed  to  be  resolved  for  continuation  of  a  weii- 
intended  program  for  the  foreseeabie  future.  The  iOM  report  aiso  seemed  to  queii 
Congressionai  concerns  about  the  program  that  over  the  previous  four  years  produced  1 5 
hearings,  1 1  of  which  before  the  very  partisan  House  Government  Reform  Committee,  and  the 
introduction  of  three  biiis  that  wouid  have  gutted  the  program.®  Unfortunateiy  for  DoD,  some 
iegai  issues  have  yet  to  be  piayed  out. 

THE  LEGAL  ISSUES 

Army  Regulation  600-20  sets  forth  the  criteria  by  which  immunizations  may  be  given 
involuntarily  using  the  minimum  force  necessary.  ®  Counseling,  education,  and  a  direct  order 
that  is  refused  must  precede  a  decision  that  may  only  be  made  at  the  General  Court-Marital 
Convening  Authority  level  (or  designated  representative)  that  imminent  threat  conditions  exist 
that  mandate  involuntary  vaccination.®  Ordinarily,  the  regulation  contemplates  that  soldiers  will 
not  be  involuntarily  vaccinated.®  Such  has  been  the  case  with  the  AVIP  where  no  forced 
vaccinations  have  taken  place.®’  However,  inasmuch  as  the  AVIP  was  and  is  mandatory  for 
designated  persons  deploying  to  high  threat  areas,  enforcement  for  those  who  refuse  to  submit 
to  vaccination  is  a  matter  of  discipline  left  to  the  discretion  of  the  appropriate  commander  as 
contemplated  by  the  Uniform  Code  of  Military  Justice  (UCMJ). 

AVIP  tracks  anthrax  vaccination  refusals  and  separations  and  reports  that  data  to 
Congress.  Prior  to  August  1 5,  2000,  AVIP  tracked  specific  military  justice  actions  for  anthrax 
vaccination  refusals  showing  that  some  441  active  and  reserve  component  service  members 
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had  been  offered  nonjudicial  punishment  under  the  provisions  of  Article  15,  UCMJ,  with  51  of 
those  same  individuals  opting  for  trial  by  courts-martlal.“  Since  April  2000,  AVIP  only  tracks 
separations  (courts-martial  or  administratively)  for  the  purpose  of  reporting  to  Congress  “  Only 
nine  additional  service  members  have  been  separated  from  active  or  reserve  component 
service  since  then  The  majority  of  persons  who  refused  a  direct  military  order  to  submit  to  the 
vaccination  did  so  professing  a  belief  that  the  vaccine  would  be  harmful  to  them  and  that  the 
order  given  was  not  lawful.  No  such  defense  has  prevailed  at  the  court-martial  or  military 
appellate  court  level.®®  To  put  these  less  than  500  refusals  In  context,  the  total  number  of 
service  members  vaccinated  and  total  number  of  shots  given  must  be  considered.  According  to 
AVIP,  since  program  inception  over  1 ,035,000  service  members  have  been  vaccinated 
receiving  over  3.7  million  doses  of  vaccine.®® 

The  one  legal  Issue  that  has  been  the  constant  theme  of  military  accused  at  trial  and  other 
AVIP  opponents  Is  that  the  use  of  AVA  by  DoD  to  protect  against  inhalational  exposure  renders 
the  use  experimental.®^  In  essence,  the  assertion  Is  that  the  vaccine  Is  being  used  “off-label” 
and  Is  unapproved  for  its  applied  use.  As  such,  the  logic  goes  that  the  vaccine  must  be  treated 
as  an  investigational  new  drug  (IND).  In  most  Instances,  any  vaccine  used  as  an  IND  requires 
the  informed  consent  of  the  “patient.”®®  If  applied  literally  to  the  AVIP,  DoD  could  no  longer 
make  vaccination  mandatory  and  punish  those  who  refuse  to  take  the  shots. 

FDA  and  DoD  have  consistently  maintained  that  AVA,  as  licensed,  provides  protection 
against  all  forms  of  anthrax  regardless  of  route  of  exposure  and  that  the  use  of  the  vaccine  to 
Implement  the  AVIP  Is  not  experimental.  Is  not  being  used  off-label,  and  Is  not  an  IND. 
Accordingly,  DoD  remains  adamant  that  the  law  does  not  require  obtaining  Informed  consent 
from  service  members.  Unfortunately  for  DoD,  what  can  only  be  described  as  the  first  “victory” 
for  opponents  of  the  AVIP  came  on  December  22,  2003,  when  U.S.  District  Court  Judge  for  the 
District  of  Columbia,  Emmett  Sullivan,  issued  a  preliminary  injunction  on  behalf  of  six  plaintiffs 
directing  DoD  to  stop  mandatory  anthrax  vaccinations.®®  For  the  first  time  since  inception  of  the 
AVIP,  a  court  of  competent  authority  determined  that  DoD's  use  of  the  vaccine  was 
experimental  and  being  used  for  an  unapproved  purpose,  focusing  on  the  aspect  of  cutaneous 
versus  Inhalational  exposure.'®®  As  a  result,  on  December  23,  2003,  DoD  suspended  all 
anthrax  shots  under  the  AVIP  until  the  legal  situation  could  be  clarified.'®' 

Significantly,  on  December  30,  2003,  the  FDA  Issued  Its  final  rule  for  all  biologic  products 
that  had  been  pending  as  an  Interim  rule  since  1 985,  making  It  clear  that  the  FDA  does  not 
regard  AVA  as  Investigational  for  protection  against  anthrax,  regardless  of  route  of  exposure.'®® 
The  Justice  Department  Immediately  filed  a  motion  requesting  Judge  Sullivan  to  vacate  the 


11 


injunctions^  Piaintiffs’  iawyers  responded  to  press  inquiries  about  the  FDA  ruie-  making  by 
asserting  that  the  ruie  as  pubiished  oniy  makes  the  DoD’s  use  of  the  vaccine  proper  from  the 
date  of  the  ruie  forwardS®'*  On  January  7,  2004,  Judge  Suiiivan  vacated  the  temporary 
injunction'®®;  DoD  re-started  the  AVIP  immediateiy  thereafter.'®®  The  iaw  suit  on  behaif  of  the 
six  piaintiffs,  however,  wiii  continue.  The  uitimate  resuit  of  this  and  simiiar  iitigation  couid 
significantiy  impact  DoD's  mandatory  force  heaith  protection  posture. 

Shouid  the  piaintiffs  prevaii  in  stopping  DoD  from  mandatory  vaccination  by  requiring 
informed  consent  before  use,  DoD  couid  seek  to  invoke  Presidentiai  authority  to  waive  informed 
consent  for  investigationai  drugs  based  on  serious  threats  using  the  procedures  set  forth  in 
Executive  Order  1 31 39  and  Titie  1 0,  US  Code,  Section  1 1 07.'“^  The  Army  Times  in  an  editoriai 
caliing  for  a  hait  to  the  AViP  reported  that  DoD  officiais  said  “it  was  uniikeiy  that  they  wouid  seek 
a  presidentiai  waiver.”'®® 

CONCLUSIONS 

Maintaining  combat  power  to  accompiish  the  miiitary  mission  is  one  of  the  most  significant 
responsibiiities  of  our  ieadership.  An  important  component  of  that  force  protection  is 
maintaining  and  sustaining  the  heaith  of  the  force.  Protection  of  the  force  from  diseases — both 
naturaiiy  occurring  and  manmade  bioiogicai  weapons — may  be  the  singie  most  important  heaith 
protection  measure  DoD  can  take.  The  scientific  and  medicai  communities  have  deveioped 
vaccines  that  have  proven  effective  in  immunizing  humans  from  many  diseases  that  have 
piagued  mankind  for  centuries,  inciuding  anthrax. 

Various  inteiiigence  and  threat  assessments  have  ied  certain  combatant  commanders, 
then  the  Joint  Chiefs,  and  uitimateiy  the  civilian  leadership  of  DoD  to  the  conclusion  that  a 
number  of  the  United  States'  adversaries  and  non-state  terrorist  groups  have  both  the  capability 
and  will  to  use  anthrax  against  United  States  forces.  Advised  by  medical  and  scientific  experts 
that  an  FDA-licensed  vaccine  had  been  successfully  used  for  decades  in  the  United  States, 
these  leaders  rightly  concluded  that  it  would  be  irresponsible  to  send  service  members  into 
harms  way  and  potential  exposure  to  anthrax  without  preventive  vaccination. 

Making  vaccination  mandatory  generated  concern,  anxiety,  and  fear  among  some  service 
members  and  energized  Congress  to  question  publicly  the  safety  of  the  vaccine  and  credibility 
of  the  threat.  Every  “refusal”  instantly  became  a  media  event.  Internet  sites,  such  as 
“AnthraxNo@one-list.com,”  further  fueled  rumors  and,  in  some  cases,  misinformation  about  the 
vaccine’s  safety  record  and  BioPort’s  struggle  to  achieve  FDA  approval.  Initially,  every  service 
member  who  suffered  from  some  ailment  who  previously  had  begun  the  anthrax  vaccination 
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series  was  encouraged  by  AVIP  opponents  to  believe  that  the  vaccine  was  the  source  of  the 
problem.  Although  adverse  events  from  the  anthrax  vaccine  compared  very  favorably  with  a 
host  of  other  vaccines,  such  as  the  influenza  vaccine,  the  naysayers  tended  to  “demonize”  the 
anthrax  vaccine  as  the  root  of  all  problems  even  though  ailments  suffered  by  those  vaccinated 
remained  virtually  the  same  as  those  in  the  unvaccinated  population.^"® 

As  the  number  of  service  members  vaccinated  increased  without  any  disproportional 
increase  in  adverse  events,  AVIP  opponents  seized  upon  a  legal  device  to  end  mandatory 
vaccination.  The  lawsuits  maintained  that  the  vaccine  had  never  been  licensed  and  approved 
for  use  to  protect  against  exposure  to  anthrax  spores  through  the  lungs,  the  very  threat  DoD 
sought  to  counter  with  the  AVIP.  As  asserted  by  opponents  of  AVIP,  the  vaccine  was  being 
used  off-label  thereby  making  it  an  investigational  new  drug  requiring  informed  consent. 

Allowing  individual  service  members  to  chose  to  be  vaccinated  and  protected  or  not  is 
incompatible  with  how  the  Nation’s  military  fights  and  wins  on  the  battlefield.  The  United  States 
military  fights  as  part  of  team  with  each  individual  dependent  on  the  other  team  member.  No 
commander  can  be  expected  to  prosecute  the  war  with  the  uncertainly  that  the  unvaccinated 
part  of  the  force  would  become  combat  casualties  in  the  event  of  an  anthrax  bioweapon  attack. 
Those  sick  and  diseased  persons  would  not  only  put  their  fellow  service  members  at  risk,  but 
also  the  mission  itself.  A  force  health  protection  program  in  the  face  of  a  real  threat  simply 
cannot  be  left  to  the  discretion  of  individual  service  members  without  jeopardizing  strategic 
objectives. 

In  hindsight,  DoD  was  unprepared  for  the  magnitude  of  opposition  against  the  AVIP  and 
the  manner  in  which  the  issue  became  politicized.  Although  AVIP  and  the  Services  did  a 
tremendous  job  producing  educational  materials  to  address  the  myths  and  misinformation  about 
the  vaccine,  much  of  what  was  done  was  reactive  and  not  proactive.  DoD  was  also  naive  or,  at 
least,  overly  optimistic  regarding  the  time  and  effort  it  would  take  for  BioPort  to  be  approved  by 
the  FDA  to  begin  manufacturing  new  lots  of  vaccine  necessary  to  execute  the  program  as 
envisioned.  Because  there  was  only  one  source  for  AVA  in  the  United  States,  BioPort,  became 
the  albatross  that  hung  heavily  around  the  AVIP’s  neck  for  years.  DoD  also  underestimated  at 
best  or  failed  to  appreciate  at  worst  how  the  legacy  of  government  actions  from  generations 
past — Gulf  War  Syndrome,  Agent  Orange,  Atomic  Veterans,  etc. — would  inhibit  the  level  of  trust 
that  must  exist  between  leaders  and  the  led. 

Notwithstanding  the  foregoing,  the  bottom  line  for  the  AVIP  is  that  until  a  “better”  vaccine 
is  developed,  the  current  FDA-approved  vaccine  is  the  best  defense  and  protection  that  exists 
today  for  service  members  facing  the  deadly  threat  of  anthrax  bioweapons. 
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RECOMMENDATIONS 

So  long  as  a  legitimate  threat  exists,  DoD  must  continue  all  efforts  to  stave  off  the  legal 
machinations  and  political  pressures  to  halt  the  AVIP.  The  first  step  requires  DoD  to  defend 
aggressively  all  law  suits  designed  to  halt  the  AVIP  or  to  make  vaccination  voluntary.  In  the 
event  that  the  court  challenges  succeed,  DoD  should  invoke  the  Presidential  waiver  provisions 
of  EO  13139.  The  continued  presence  of  forces  in  the  Persian  Gulf  and  Korea  and  the  on-going 
global  war  on  terrorism  warrant  such  consideration  in  light  of  the  threat. 

In  light  of  the  production  unpredictability  issues  that  surfaced  with  having  a  single 
commercial  source  for  AVA,  DoD  must  aggressively  pursue  a  government-owned  contractor- 
operated  (GOCO)  vaccine  manufacturing  facility  that  meets  FDA  approval  to  ensure  the 
availability  of  future  vaccines  that  may  not  have  mass  market  commercial  appeal.  In 
conjunction  with  pursuing  a  GOCO,  DoD  must  continue  to  fund  the  research  and  development 
of  a  “better”  anthrax  vaccine  and  other  vaccines  based  on  future  biowarfare  threats. 

Last,  DoD  must  come  to  grips  with  the  legacy  of  the  past  and  seek  to  rebuild  trust  in 
government  with  affected  veterans  and,  in  turn,  today’s  Soldiers,  Sailors,  Airmen,  Marines,  and 
Coast  Guardsmen.  Open  and  honest  dialogue,  acknowledgment  of  responsibility  where 
appropriate,  and  compensation  must  underpin  this  effort.  Continued  education  of  the  force  and 
Congress  on  the  nature  of  the  threat  and  strong  leadership  will  set  the  foundation  for  future 
force  health  protection  initiatives. 
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